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I. General Tips:

Common mistakes to avoid on e-protocols

Below are some of the common errors we are making in the new E-protocol process. These errors substantially delay the completion time so please take a few minutes to make yourself aware of them. You can also continue to utilize me (Aggie) to give your protocol a "once over" BEFORE you hit the  submit button if you are unsure if you've done it all correctly.

1. Incorrect Review Type - 99% of all our reviews are expedited. Once you choose a review level, it cannot be changed.

2.  General guidelines for debriefing (for studies that involve deception and/or course credit).

*All debriefing statements should be written in non-technical language, taking care to make it clear enough to be understood by 18-year old participants.

*All debriefing statements should provide contact information for PI, Dept Chair, Human Research Protection Office (humansubjects@ora.umass.edu, 545-3428).

*For deception studies subjects must be completely debriefed and offered option to withdraw their data.

 *For deception studies subjects must be given information about some mental health resources if they are distressed and want to seek help (e.g., PSC, university health services, etc).

*For deception studies, PIs may include the following Disclosure Disclaimer if desired to the bottom of your Debriefing statement: "Please do not disclose research procedures and hypotheses to anyone who might participate in this study between now and the end of the data collection (insert month, year) as this could affect the results of the study."

* For credit studies: Studies for which students are getting research credit must also have a debriefing that is educational. 

For example: 

(a) What are the questions, hypotheses, and issues that motivate this research? 

(b) What is the general background leading to the research question being studied? 

(c) What’s the basic logic underlying the study including the experimental conditions and how they relate to the study’s hypotheses? 

(d) How will the data gathered from participants address the hypotheses? 

(e) An accessible reference for further reading. This reference must be found easily by students. 

(f) Ask participants if they wish to be kept informed of the results of the experiment. You can say, "If you would like to receive a report of this research when it is completed (or a summary of the findings), please contact (name) at (email)." Always provide your own contact information as well as your Principal Investigator's.

3. Recruiting:

*Include BOTH how long the individual study session will be and the complete duration of the study protocol (see Part 4i in the Protocol Information section of e-protocol).

* Sona Studies - be sure to include the Sona Title you will use and the description you will post. If you are using SONA for an online studies, include the actual pages as the subject will see them.

*Upload any other recruiting materials, i.e. fliers, posters as attachments. See the following website http://www.umass.edu/research/comply/Guidelines/recruitment.htm for what information can be presented in the recruiting materials.

4. We are using "Consent" form NOT "Informed Consent" in all our materials.

5. The consent form must have this new language if the study is for extra credit: 

“Your participation in the experiment is voluntary and you can withdraw at any time without penalty. You will still get credit.

If you are earning experimental credits through your participation, please understand that this is not the only way to do so. You may contact your instructor who will offer you an appropriate alternative activity.”

6. If at all possible, use the University approved Consent template

found here http://www.umass.edu/research/comply/ICtemplate.doc and

instructions here http://www.umass.edu/research/comply/IRBsubmission.htm

Contact Information:

Department of Psychology

Aggie Mitchkoski

Human Subject Administrator

Tobin Rm 441

545-2383

aggie@psych.umass.edu

http://people.umass.edu/aggie

Nancy Swett

Human Subjects Coordinator

nswett@ora.umass.edu
(413)545-3428

Websites:

http://www.umass.edu/research/comply/humancomp.html
To set up your online account please contact Nancy Swett via email with your name, role (graduate or undergraduate) and advisor (Lisa Scott). You will receive an email with specific directions as how to set up your account further.

The Protocol Application for the eIRB is broken down here into the individual sections. To create a new protocol, click the CREATE PROTOCOL button on the home page (https://umaeprotocol.research.umass.edu/umhs). 
II. Personnel Information
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Leave the following information blank: Faculty Sponser, Co-Protocol Director*,  

Other Personnel: Include all of the  Undergrad RAs and Graduate Students in the Lab. See below for an example entry.
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III. Subject Population
See image below as a reference.
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IV. Study Location
See image below as a reference.
[image: image5.png]Study Location(s) Checl
University of Massachusetts Amherst
Baystate Medical
University Health Services
Hartford Hospital

Otner (Specify other Study Locations)





V. General Checklist

See image below as a reference.
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VI. Funding Checklist

See image below as a reference.
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VII. Protocol Information

Social, Behavioral & Education Research Expedited Review

For the option to select one or more of the following paragraphs:

Select YES for the following Paragraphs: 4,6 & 7

Select NO for the following Paragraphs: 1,2,3 & 5

1. Purpose of Study
*This section will depend on your individual study. See Appendix A for previously approved IRB Submission.
a) Provide a brief lay summary of the purpose of the study.

Example (MULTI): See APPENDIX A

Example (ERAC): See APPENDIX A
b) What does the Investigator(s) hope to learn from the study?
Example (MULTI): See APPENDIX A
Example (ERAC): See APPENDIX A
2. Study Procedures: Standard Submissions for All Protocols
General Notes:

*You can copy and paste from consent forms, but be sure to check for the pronoun changes necessary
*Make sure to check that the study procedures are appropriate for the population. For example, if you are submitting for an infant and adult study in one IRB (an UMBRELLA IRB) make sure to note the difference between what adults and infants will do. 

a) Describe all Study Procedures

During the visit to the lab the infant will complete two tasks. First, the infant will view several presentations of two, side-by-side videos of environmental events (e.g., hands clapping, rattle shaking) paired with an audio track. During the side-by-side presentations we will record how long the baby looks at each video. To record how long the baby looks at the pictures, we will record the infant’s eye movements using a video camera. 
After this first task is complete, the infant will view short video clips of environmental events while his/her brain activity (EEG) is recorded.  To record brain electrical activity a sensor net with recording electrodes is placed on the infant’s head.  In order to help the electrodes accurately measure the infant’s brain activity, we will soak the sensor net in an electrolyte solution containing distilled water, potassium chloride, and baby shampoo. 

b) State if audio or video taping will occur. Describe what will become of these tapes after use, e.g., shown at scientific meetings, erased. Describe the final disposition of these tapes.

Video taping will occur through digital recording. We will use these video recordings to code duration of infant visual fixation time. Once the data has been obtained form the videotapes we will keep the video images for up to 5 years, after which they will be destroyed. These videos will not be used for education or instructional purposes, presentations, or any other purpose stated explicitly above.

3. Background

a) Describe past findings leading to the formulation of the study

* Describe the current literature

*What will your study add to the literature?

See APPENDIX B for Examples (MULTI, ERAC)

4. Subject Population

Total Number of Subjects= xx Adult Participants, xx Children, xx Infants

*Note if this is an umbrella IRB (Like PNAR & MULTI) you will need to request for  a large number of subjects!

a) State how many subjects you propose to use and state the rationale for the proposed number.
We will recruit and run xxx total participants. We will run xxx infants and xxx adult subjects

b) Describe the subject population, including the age range, gender, ethnic background, and types of subjects (e.g. students, professors, subjects with learning disabilities, mental health disorders, etc.) Please incorporate specific inclusion/exclusion criteria (e.g. physical and psychological health, demographic information, or other unique characteristics) 

Adult college students and Infant participants, between 5 and 12 months of age, will be recruited for this study. We will include subjects of all races, genders, and ethnic backgrounds. Premature infants or infants with a history of neurological, visual, or auditory impairments will be excluded. Adults with a history of neurological or uncorrected visual or auditory impairments will be excluded. In addition, we will exclude adult participants who report current use of pyschotrophic medication or a history of psychiatric illness or who are currently under the influence of alcohol or drugs. Only adults ages 18-35 years of age will be recruited.

c) State the number and rationale for involvement of potentially vulnerable subjects to be entered into the study, including minors, pregnant women, prisoners, economically and educationally disadvantaged, decisionally challenged, and homeless people.

The study was designed to investigate the development of XYZ processing in infants.  #(xxx) infants will be recruited for this study. There is strong theoretical and empirical evidence that the first year of life is important for the development of perceptual abilities and thus it is necessary to test an infant population. I have conducted several previous studies with infants (e.g. Scott, Shannon, & Nelson, 2006; Scott & Nelson, 2006; Pascalis, Scott, Kelly, et al., 2005; Scott & Monesson, in press) using these methods and techniques. All researchers working within my research lab have been carefully screened and undergo extensive training prior to working with infant participants. In addition, my lab was designed to be infant friendly and thus has parking near the entrance to the laboratory, age appropriate toys, babysitting available for siblings of infant participants, and space for parents to spend time alone with their infant if needed.

d) If women, minorities, or minors are not included, a clear compelling rationale must be provided. Examples for not including minors: disease does not occur in children; drug or device would interfere with normal growth and development; etc.

NA 
e) State the number, if any, of subjects who are laboratory personnel, employees, and/or students. They should be presented with the same written informed consent. If compensation is allowed, they should also receive it.

Adult undergraduate and graduate students within my laboratory (or working in the Department of Psychology) may be used as adult pilot participants to test the experimental paradigm (approximately 10 may be tested for this purpose).

f) State the number, if any, of subjects involved in international research and describe any unique cultural, economic or political conditions.


0
g) Describe your procedures for recruiting subjects, including how potential subjects will be identified for recruitment. Attach all recruitment materials in Section #11 (Attachments). Note: Potential subjects may not be contacted before IRB approval.

Infant participants will be recruited using the UMASS Child Study Center Recruitment Database. This database is run by my laboratory and the protocol for this database has been approved and currently in use for several studies within my laboratory. We have an agreement with the MA Office of Vital Statistics to receive birth records according to procedures that they set. I attached a detailed protocol description and all recruitment mailings in Section #11 (other). Recently (two days ago), it came to my attention that I will need to apply to the IRB for approval of a separate database protocol. I have been in touch with Margaret Burggren and I will apply for a separate database approval this coming summer.

h) Compensation. Explain the amount and type of compensation (payment, experimental credit, gift card, etc.), if any,that will be given for participation in the study. Include a schedule for compensation and provisions for prorating.
The parents of the infants will be provided $10 compensation and infants will be given a small toy (worth ~ $5). Adult subjects will receive $10 or 1 psychology credit per hour of participation.

i) Please state: A: The total expected duration of the study, including the time expected for data analysis (e.g., This study is expected to last 1 year) AND B: How much time each subject is expected to be involved in the study (e.g., The involvement of each subject will be 1-session for a total of 90 minutes).
This study is expected to last for 2 years. Infants will come into the lab for 1 session lasting approximately 60 minutes. Adults will come into the lab for 1 session lasting approximately 60-90 minutes.
5. Risks

HHS Regulations define a subject at risk as follows: "...any individual who may be exposed to the possibility of injury, including physical, psychological, or social injury, as a consequence of participation as a subject in any research..." This also includes risks to subject confidentiality and any discomforts, hazards, or inconveniences.

For the categories below, include a description of risks.

a) Describe the risks related to:

Physical well-being

Only the minimal risk inherent in standard clinical procedures for recording EEG in humans and using eye-tracking methods are involved in the proposed studies. All electrical equipment involved is approved for clinical research use and has been installed with attention to proper grounding. The electrode application procedures have not resulted in any known significant damage to skin. The only possible discomfort are an sensitivity or allergic reaction to the saline solution (itchiness: occurs very rarely), pink marks on the skin after the net is removed, and a small amount of conducting solution in the hair until rinsed.

Psychological well-being

Due to the length of some of the ERP and eye-tracking sessions (approximately 45 minutes to 1 hour total for infant participants and 60-90 minutes for adult participants), there is a risk of participant fatigue. However, we offer breaks every few minutes during each session and participants are closely monitored. For infants, psychological risks are minimal because no pressure or stress is applied at any time and infants remain with his/her parent or guardian at all times.

Economic well-being

There are no risks related the participant's economic well-being.

Social well-being

There are no risks related the participant's social well-being.

Breach of confidentiality (including audio/video taping)

There is no risk of breach of confidentiality because each video recording is named with the subject number and has no association with the subject's name or personal information. These videos are stored on a password protected computer and back-up files of this data is stored in a locked laboratory room within a locked filing cabinet.

b) For international research, describe any risks associated with the unique cultural or political environment.

N/A

c) Discuss plans for ensuring necessary medical or professional intervention in the event of a distressed subject.

Laboratory personnel are trained to call 911 and the University Police in case of an emergency. Participants and their parents are informed that medical treatment will be available at University Health Services for a fee. Investigators will aid the participant in every way to see that the participant gets proper medical attention.

6. Benefits 

a) Describe the potential benefit(s) to be gained by the subjects or by the acquisition of important knowledge, which may benefit future subjects, etc. (This DOES NOT include compensation or extra credit).

There are no potential direct benefits to be gained by subjects.

7.  Procedures to Maintain Confidentiality 

a) Describe the procedures in place, which protect the privacy of the subjects and maintain the confidentiality of the data, as required by the federal regulations, if applicable.

To maintain the privacy of data each participant will be assigned an arbitrary subject

number. The participant's data will be identified through that number rather than being

associated with his/her name or other identifying information.

b) If information derived from the study will be provided to a government agency, or any other person or group, describe to whom the information will be given and the nature of the information.

NA

c) Specify where and under what conditions study data will be kept, how specimens will be labeled and stored (if applicable), who has access to the data and specimens, and what will be available to whom.

Data are coded according to arbitrarily assigned subject numbers and stored within

computer files on password protected computers. The data files also contain information about the subject’s sex, age, and race. The subject’s name is recorded to insure appropriate compensation (payment), but kept separately from the data in a secured area. Although personal information cannot be associated with data collected in this study, we do maintain a password protected database containing personal information of participants (see recruitment database protocol). All computer and paper records containing personal information is kept in a locked filing cabinet within a locked laboratory room. Only approved (CITI) laboratory personnel have access to this information.
8. Potential Conflict of Interest:
Select NO for a, b, c, d, & e
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9. Informed Consent

Consent Form: Adult APPENDIX C

Consent Form: Infant APPENDIX D

Consent Form Template: APPENDIX E

[image: image9.png]9. Informed Consent

You can add diferent Consent Forms, Aleration Forms, and Waivers. Provide consent process background
information, in the table below,for each Consent Fom(s), Ateration Form(s), and Waiver(s).

Provide consent process background Information, In the table below, for each Consent Form, Alteration
Form, and Walver.

When attaching a document, please make sure a version of it is NOT “open in the background.

In the event of a consent form revision, DELETE the previous version and resubmit with a new file name.

Title Consent Type Created Date
adult consent form Consent Forn 031182009

infant consent form Consent Forn 031182009





10. Assent Background SEE APPENDIX F
10.1 Waiver- Assent Waiver Explanation

When referring to infant populations: “The minor subject population in this study are infant, who are not mature enough to give consent. The parents of the infants will give consent for the child.
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Al minors must provide an affirmative consent to participate by signing a simplified assent form, unless the
Investigator(s) provides evidence to the IRB that the minor subjects are not capabie of assenting because of age,
maturity, psychological state, or other factors,

See sample assent forms at http://www.umass.edw/research/comply/IRBsubmission.htm

Provide assent process background information, in the table below, for each Assent Form, Alteration
Form, and Waiver.

When attaching a document, please make sure a version of it is NOT "open" in the background.

In the event of an assent form revision, please DELETE the previous version and resubmit with a new file
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nt Backgroun:

Title Assent Information Type | Created Date
assent walver expianation Waiver 0311772009





11. Attachments
*Make sure that the final version (when using track changes) is uploaded. The IRB committee does not want to see your progress, but your final product. If you are unsure make sure to copy and paste and save each document as a new document with the appropriate title. 
Questionnaires: See Appendix G.
NIH Ethnicity (Adults, Child, Infant)

Index of Occupation (Adults, Child, Infant)

Scripts: See Appendix H.
Phone Script

Email Script

Research Summaries: See APPENDIX I.
Abstract

Advertisements: See APPENDIX J.
Recruitment Flyers

Mailing Materials: See APPENDIX K.
Infant Participant Database

Child Study Center Brochure

Child Study Center Postcard

UMASS Letter to Parents

Once you have completed the IRB application….

What do I do now?

*Proof Read and double-check your entries.

*Save the protocol and changes made

* DO NOT SUBMIT…. Email Lisa that you have made all of the changes and are waiting her approval. Lisa will submit the proposal.
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